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Re: 

Dear sir-: 
ahmits this petition punuant to 21 C.F.R. Q 10.30, and iu accohnce 

at 21 CF.R. 4 314.161(b), &%a that the listed drugs, 
M79rhie~l2.5mg~Sm 

A 

This petition quests a determinatioa that the listed drugs, PHENERGANaP 
(l’romtdmzihe bydrocbloride) tablets 12.5mg and 5Omg, were volunt&ly withdrawn by 
Wyeth Phar&aceuticals, Inc., for reasons other &an safety and effectiveness. 

B. SbM of Groande 

The rehmnee products, PHENERGANQ tablets 12.5mg and 5Omg, have been 
discontinued by Wyeth Pmcals, Inc.,,and are currently listed in the Approved 
Drug Prcduds with Equivhce Evaluations (the “Grange Book”) under 
“DISCONTIhNED DRUG PRODUCT LIST.” Tab 1 is a copy of the entry from the 
Orange Book. However, the 25mg strength of PI-IENERGAN@ tablets remains 
approved. siee Tab 2 from the Orange Book. 

FDA will not accept frw Sling au application that references a discontinued drug. Prior to 
submitting a# application for a discontinued drug, an applicant must obtain fhm FDA a 
finding as to whether a discontinued drug was withdrawn for reasons of safety or 
effectivenessN. 21 C.F.R. 0 314.161(a). If FDA determines that the drug was not 
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withdxWnf& reasons of safety or effectvcness, FDA shall pubiish a notice in the 
FederalRq#ster amxxmcing its conch&n, 21 C.F.R. 0 314.161(e), and the application 
referencing dhe discontinued drug may then be submitted. 

issue with these tablet strengths. 

that either the 12Smg or the 5Omg tablet 
for reasons of safety aud ef%ctiveness, 

appearstobenosaMyorefficaK;y 

Thus, the un$iersigned requests that FDA de&mine that the withdrawal from sale of 
PHENERMN@ 12.5mg and 5Omg tablets was made for reasons other than safety and 
effectiveness and that, therefore, an abbreviated new drug application may be filed for 
promethazine HCL 12.5mg and 5Omg tablets, pursuant to 21 C.F.R. $314.122. 

Fbrswnt to 21 C.F.R. 6 25.31(a), action on an ANDA is categorically excluded 
from the requirements of an environmental assessment or impact statement. 

Purr&ant to 21 C.F.R. Ej 10.30(b), economic ir&rmation is submitted only when 
requested by the Commissioner. ‘This information will be provided if so requested. 

The l)ndarsgned certifies, that to the best of his knowledge and belief, this 
petition inclzldes all information and views on which the petition relies, and that it 
includes rttpriesentative data and information known to the petitioner which are 
unf&orable to the petition. 

RespectMy submitted, 

SONNENSCHEIN NA’II-I & ROSENTHAL LLP 

By: 
Peter S. Reichertz 

Filed in triplicate. 
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Propdvhry Nane, Swwch Rw#s km “OBJBc” tabI8 for qwy on “phmergan.” 

AIN -0 
No I 

z -““; W ’ength 

oog3~q ~~~~~S~HATE; SYRUP; ORAL lOM6/5ML;5MG/5ML;6.2SM0/5ML PHENERGAN VC W / 
CODEINE 

HYDROCHl@RK)E; 

~306 cooElNE P~HOSPHATE; SYRUP; ORAL 
~ PROMETlblNE 

mMwML;6.25MG/5ML PHENERGAN W 1 

HYDROCHl/OR lDE 
CODEINE 

PHAN SYRUP; ORAL 1 SMG /5ML;6.25 PHENERGAN W / 
DEXTROMETHORPH, 

HYDROCHl/ORtDE 

PHENYLEPilRINE 0~~4 
HYDROCHtiOR lDE; 
PROMETH&INE 
HYDROCHdORIDE 

SYRUP; ORAL 5MG!5ML$.25MGISML PHENERGAN VC 

PROMETHbIZINE 0()5557 INJECTABLE; 2tiG /ML 
HYDROCHLlOR lDE INJECTlON 

PHENERGAN 

005557 PROMETHAZINE INJECTABlE; SOMGIML 
HYDROCHliORIDE INJECTION 

PHENERGAN 

oils~g PROMETHbfZtNE 
HYDROCHLORIDE 

SUPPOSITORY; 5OMG 
RECTAL 

PHENERGAN 

PROMETHAZINE 1105351 
HYDROCHLORlDE 

SYRUP; ORAL 25MG19ML PHENERGAN FORTIZ 

PROMETHAZINE 005351 
HYDROCHliOR lDE 

SYRUP; ORAL 6,25MG /5lblL PHENERGAN PLAIN 

007935 gg;oy;g;;E TABLET; ORAL 12.sMG PHENERGAN 

007935 PROMETHAZINE 
HYDROCHLlOR lDE 

TABLET; ORAL 5OMG PHENERGAN 
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Prbprietaq Name Search a 

FDA/Center for Drug Evaluatiin and Research 
Offke of Generic Drugs 
Diviiion of Labeling and Program  Support 
Update Frequency: 

Orange &ok Data - MenWy 
Generic Drug Product lnfumation &  Patent Mxm&ion - Dally 
Orange Book Data Updated Through June, 2005 
Patent and Generic Drug Product Data Last Updated: August 09,2005 
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PropMary Name Search Ruutts from “O~J?x” IrMe for qcpery on “phenergan.” 

Appl IE l!!&DA- Dtmage Form; 
No GQdQ l*dtent Rsctk 

“““;’ Acsglt-nt 

omx!6 AB No PROMETHAZtNE SUPPOSITORY; 12.5MG PHENERGAN WYETH 
HYDROCHLORIDE RECTAL PHARMS tNC 

010926 AB Ye8 PROMETHAZtNE SUPPOSITORY; 25MG PHENERGAN WYETH 
HYDROCHLORIDE RECTAL PHARMS tNC 

007935 Yes PROMETHAZINE 
HYDROCHLORIDE 

TABLET; ORAL 26MG PHENERGAN WYETH 
PHARMS INC 

FDAKbnter for Drug Evaiuatii and Research 
Ofke of Generic Drugs 
DiMon of Labeling and Pmgmm Support 
Update Freqursncy: 

Omng0 Book Data - tk?cMhty 
Generic Drug Product lnbmwtton & Patent IMormMon - Dstty 
Omnge Book Data Updated Through June, 2OU6 
Patent and Generic Drug Product Dete Last Upd : August 09,2005 
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